10/3p/06 17:28 FAX 9525633001 


@001 


IN THE 


RECEIVED 

CENTRAL FAX CENTER 

OCT 3 0 2006 


UNITED ST ATES PATENT AND TRADEMARK OFFICE 


PATENT 


In re Application of: 
Application No.: 
FUed: 
For: 

Fxaminer; 
Group Art Unit: 


Eideiischink 
10/628998 
July :t8, 2003 

Varisible Manipulative Strength Catheter 

Cat')BrineS- Waiiams 

376:5 


Mail Stop Ap peal Brief-Patents 
Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 


Docket No.: S63*2-10692-US01 


FACSIMILE TRANSMITTAL LETTER 


DATE: October 30, 2006 


TO: Examiner Catherine S- WilliaiTis 
FACSIMILE NO.: 571-273-S300 
GROUP ART UNIT: 3763 

TOTAL NUMBER OF PAGES (in< lading cover letter): _0 — 

Following please find a 18 page Appeal Brief in addition to this I page Facsimile 
Transmittal Letter. 

If a fee is required, C cmmissioner of Patents is hereby authorized to charge Deposit 
AcconntNo. 22-0350 foranyrequirej fees. To the extent that anypctition is required to consider this 
communication, please treat this as si c h a petition. 

Respectfully Submitted. 

VIDAS. ARREIT & STEINKRAUS, P, A. 


Date: October 30, 2006 


6109 Blue Circle Drive, Suite 2000 
Miraictonka, MN 55343-9185 
Telephone: (952) 563-3000 
Facsimile: (952)563-3001 


By: 


u 


^4eni] 


enniferL. Buss 
Reg. No. 57321 



E 


COPV 


^enc. . b=tos ftotail. to «>= United Suu. P«e« »d T»d«»<. 

Office, Fax No. 571-273-8300, on Octossr 30, 2006. 

PA(£1/19*R(^AT10I3(II20065:22:S8PM [Eastern Standard Timel'SW^^^^ 


il002 


RECEIVED 
CENTRAL FAX CENTER 

OCT 3 0 2006 


PATENT 


IN THE UNITED STaTES PATCNT AND TRADEMARK OFFICE 
BEFORE THE BOARD OF PATENT APPEALS AND INTERFERENCES 


In re Application of: Eidensc biink 
Application No,: 10/6289)8 


Filed: 
For; 

Examineir: 
Group Art Unit: 


July 28, ^003 

Variable Manipulative Strength Catheter 

CatheriiDie S- WilUams 

3763 


Mail Stop A ppeal Brief-Patents 
Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 


Docket No,: S63,2 10692-USOl 


APPEAL BRIEF 

This is a Appeal Biisf for the above-identified appUcation in which claims 1-8, 
12-13, 17-18, 20-21, 24-25 and 33-38 were finally rejected and claims 9-11, 15, 16, 22 and 23 
were allowed and objected to in a Final OfSce Action mailed May 31, 2006. Claims 14 and 26- 
32 were withdrawn in the Non-fical Office Action of June 2, 2005. Claim 19 was canceled in 
the Amendment filed September <k 2005. Currently, claims 1-13, 15-18, 20-25, and 33-38 are 

pending in tlie application. 

A Notice of Appes I was filed in this case on September 12. 2006. The fees 
required under §1.17(c) for filing this brief were addressed in the Notice of Appeal. The 
Commissioner is authorized to ch arge Deposit Account No. 22:^350 for any other fees which 

may be due with this Appeal. 

A copy of the clai Tis on appeal is prcsraited in the Claiins Appendix below. 
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(C) Real Party in Interest 

The Application is ^..igaed to Bostoa Scientific Sctme«J, Inc., formerly krK>wn as 
Scimed Life Systems, Inc., One SciMed Place, Maple Grove, Minnesota 55311-1566. a 
Minnesota corporation and a subsidiary of Boston Scientific Corporation, One Boston Scientific 
Place, Natick, Massachusetts 01760. 1537. a Delaware Corporation. 
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(D) Related Appeals and iDterfurences 

At present there are no related appeals or interferences. 
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(E) Status of Claims 

In the final Office A.dan of May 31. 2005, claims 1-8, 12-13, 17-18, 20-21, 24- 
25 and 33-38 were rejected under 35 U.S.C. §l03(a) as being unpatentable over U.S. 4.822,345 
to Danforth in view of 6,464.683 tc Samuelson and are the subject of this appeal. 

m me fiDal Office Action of May 31. 2005, claims 9-11, 15-16, 22-23 were 
objected to as being dependent upon a rejected base claim, but would be allowable if rewritten in 
independent form including all of tbe limitations of the base claim and any intervening claims. 

In the non-final Office Action of June 2, 2005, claims 14 and 26-32 were 
withdrawn as being directed towarJs an unelected species. 

In the Amendment s-abmitted September 6, 2005, claim 19 was canceled. 
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(F) Status of AmeDdments 

Subsequent to the Final Office Action of May 31, 2006, Applicant filed an 
Amendment After Final and request for reconsideration on July 3 1 . 2006. m the Advisory 
Action of August 29. 2006 lUe Exatdner indicated that the proposed amendment to the 
specification in the Amendment AJlsr Final of July 31, 2006 would not be entered because it was 
not deemed to place the application in better fonn for appeal by materially reducing or 
simplifying the issues for appeal. 
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(G) Samroary of Claimed Sub.|4»ct Matter 

A summary of repre .^tative claims and a ron-limitiiig listmg of locations where 
support maybe found [bracketed citations] is provided as follows: 

Independent claim 1 recites a catbeter assembly comprising a catheter (10) having 
a length that extends distally from x proximal end. The catheter (10) comprises an inner shaft 
(12) constructed of at least three layers (21, 23. 25), a lumen wall (29), and an outer shaft (1 8), 
and at least one heat transmitting m schanism [pg. 6, line 30 to pg. 7, line 9; pg. 8. hues 20-22; 
pg. 6, line 1 9; pg. 8, lines 8-13]. 1 he at least one heat transmitting mechanism comprises at least 
one fluid transmission Imncn (20) defined by a lumen wall (29) positioned between the inner 
shaft (12) and the outer shaft (18) >g. 8, lines 20-22]. At least one portion of at least one of the 
inner shaft (12) and the outer ahafi (18) of tbe catheter (10) has a predetennined longitudmal 
stiffness and the at least one porticu has a predetermined temperature, so that the predetermined 
longitudinal stiflhess is changed vhen the predetermined temperature is changed [pg. 3, lines 5- 
19; pg. 7, lines 12-14]. 
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FUed: Jufy 28, 2003 

(H) Grounds of Rejection to b e Reviewed on Appeal 

1. Whether the Examii ^ erred iu rejecting claims 1 -8, 12-13, 17-18, 20-21, 24-25 
and 33-38 were rejected under 35 U S.C. §103(a) as being unpatentable over U.S. 4.822.345 to 
Danforth in view of 6,464.683 to Samuelson. 
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(I) Argument 

1. The Examiner emd in rejecting claims 1-8, 12-13, 17-18. 20-21, 24-25 and 
33-38 wer« rejected under 35 U.SX- §103(a) as being iinpatentaWe over U.S. 4,822,345 to 
Danfprth in view of 6,464,683 to S amuelson. 

In the Final Office .Action, claims 1-8, 12-13, 17-18, 20-21. 24-25 and 33-38 were 
rejected under 35 USC 103(a) asbsing unpatentable over Danforth (4,822.345) in view of 
Samuelson (6,464,683). Independjot claim 1 recites "the catheter comprising an inner shaft ... a 
lumen wall, and an outer shaft, anil at least one heat transmitting mechanism, the at least one heat 
transmitting mechanism comprisir g at least one fluid transmission himen defined by a lumen 
wall, the lumen waU positioned betsvegi the inner shaft and the outer shaft" (emphasis added). 
The elements of instant independert claim 1 are illustrated, for example, in annotated Fig. 4 of 
the instant application, provided b slow. 


Lumen Jt 



Lumen ^ 
Wall 


Fig. 4 

As shown above iii annotated Fig. 4, the catheter has an outer shaft 1 S and an 
inner shaft 12, As known in the i rt, the outer shaft 18 and the inner shaft 12 define a lumen. 
Within that lumen there is at leasi one heat transmitting jnechanisra. The at least one heat 
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FOed: July 28, 2003 

transmittiBgmechanism comprises U-least one fluid transm^ 

wall 29. The lumen wall 29 is posi ioned between the outer shaft 1 8 and the imer shaft 12. 
Thus, the catheter comprises m im^er shaft 12, a lumen wall 29, and an outer shaft 18, and at 
least one fluid transnrission lumen 20 defined by a lumen wall 29. the lumen wall 29 positioned 
between the inner shaft 12 and the .uter shaft 18, as recited in instant independent claim 1 . 

Applicant asserts thvt Danfoith does not teach or suggest at least one heat 
transmitting mechanism comprisin ? at least one fluid transmission lumen defined by a lumen 
wall positioned between the inner shaft and the outer shaft, as recited in instant independent 
claim 1. As shown in annotated Fit;. 9B of Danforth, provided below, the catheter has an outer 
shaft 42, an inner shaft 53 and two l ocations 55 that couple the outer shaft 42 and the inner shaft 
53 together. The outer shaft 42, the inner shaft 53 and locations 55 define lumens 54 and 56. 
Note that neither lumen 54 nor luiii sn 56 has at least one fluid transmission lumen defined by a 
lumen wall positioned between th<! outer shaft 42 and the inner shaft 53. Therefore, Danforth 
does not teach or suggest a "cath© comprising an inner shaft ... a lumen wall, and an outer 
shaft, and at least one heat transm tcing mechanism, the at least one heat transmittrng mechanism 
comprising at least one fluid transmission lumen defined by a lumen wall, tlie lumen wall 
positioned between the inner shaii and the outer shaft," as recited in instant independent claim 1 . 
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Ltnnen 



^Locatkm 

42 Outer Sliaft 


'S5 Location 


Samuelson, like Dacforth, does not teach or suggest a lumen wall, definiDg a fluid 
transmission lumen, positioned bepveen the inner shaft and ftie outer shaft, as recited in instant 
independent claim 1 . Adding the i mer shaft having three layers of Samuelson to Danforth does 
nothing to address the failure of Danforfh to teach or suggest all the elements of instant 
independent claim 1 from which claims 2-8, 12, 13, 17-18, 20-21, 24-25 and 33-38 depend. 
Applicant requests reversal of the Examiner's rejection and asserts that claim 1 is patentable over 
Danforth in view of Samuelson. B ecause independent claim 1 is patentable over Danforth in 
view of Samuelson, claims 2-8, 12. 13, 17-18, 20-21. 24-25 and 33-38, which depend upon 
instant independent claim 1 are al» patentable and in condition for allowance. 
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CONCLUSION 


Instant claims 1-8, 12-13, 17-18, 20-21. 24-25 and 33-38 are patentably distinct 
over Danfortl. in view of Samuekoi:.. fiistant claims 9-11.1 5-16. 22-23 v^hieh were objected to 
by Examiner for being dependent i pon a rejected base claim are patentable in their current font 
Consequently reversal of the rejecti-sn and objection is respectfijUy requested. 
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(J) Claims Appendix 

Claim 1. (Previously presented) ;V catheter assembly comprisiug: 

a catheter, the catheLi^ having a length that extends distally from a proximal end, 
the catheter comprising an inner st ,A consHucted of at least three layers, a lumen wall, and an 
outer shaft, and at least one heat tr;«ismitting mechanism, the at least one heat transmitting 
mechanism comprising at least onc= fluid transmission lumen defined by a lumen wall, the lumen 
wall positioned between the inner s laft and the outer shaft, 

at least one portion cf at least one of the imier shaft and the outer shaft of the 
catheter having a predetemiined Ic rigitudinal stif&iess, the at least one portion havmg a 
predetermined temperature, the ppxietermincd longitudinal stiffiiess being changed when the 
predetermined temperature is char f^ed. 

Claim 2_ (Original) The assemhl y of claim 1 wherein the at least one heat transmitting 
mechanism extends distally from ihe proximal end along the length of the catheter to a position 
adjacent to ttie at least one portion, at least a portion of the at least one heat transmitting 
mechanism constructed and airanij-sd to conductively change the predetermined temperature of 
the at least one portion. 

Claim 3. (Previously presaited) ".lie assembly of claim 1 the at least one fluid transmission 
lumen constructed and arranged to transport a fluid having a temperature different than the 
predetermined temperature of the at least one portion firom the proximal end of the catheter to the 
position adjacent to the at least otic portion. 

Claim 4. (Original) The assemb i y of claim 3 wherein the fluid has a temperature greater than 
that of the predetermined tempera tore of the at least one portion. 

Claims. (Original) The assembly ofclaim 4 whwein the at least one heat transmitting 
mechanism is constructed and arriiged to conductively transmit heat fixim the fluid to the at 
least one portion. 

Claim 6. (Origbal) The assembly of cOaim 3 wherein the fluid has a temperature less than that 
of the predetermined temperature of the at least one portion. 
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Claim?, (Qriginal) The assembly of claiin 6 wherein the at least one heat transn^^^ 
mechanism is constructed and axxa^iged to conductively transmit heat from the at least one 
poition to the fluid. 

Claims. (Previously presented) Theassemblyof claim I further comprising a fluid soiirce in 
fluid communication with the at lei5t one flrnd transinission lumen. 

Claim 9. (Previously presented) The assembly of claim 1 wherein the lumen wall is at least 
partially constructed from at least ooe material selected from the group consisting of polyamide, 
copolymer polyolefin, polyethylene, and any combination thereof. 

Claim 10. (Previously presented) The assembly of claim 1 the lumen wall having a thickness of 
about 0.002 inches or less. 

Claim 1 1 . (Previously presented) The assembly of claim 1 the lumen wall having a thickness of 
about 0.001 inches or less. 

Claim 12. (Previously presented) The assembly of claim 1 wherein the at least one fluid 
transmission lumen has an inner disuneter of about 0.002 inches to about 0.008 inches. 
Claim 1 3 . (Previgusly presented) The assembly of claim 1 wherein the at least one fluid 
transmission lumen has an inner disfflieter of about 0.003 inches. 

Claim U. (Withdrawn) The a$s<anbly of claim 9 wherein the lumen wall is at least partially 

contained within the inner shaft. 

Claim 15. (Original) The assen bly of claim 9 wherein tixe lumen wall is immediately adjacent 

to the inner shaft. 

Claim 16. (Original) The assembly of claim 9 wherein the lumen wall is immediately adjacent 
to the outer shaft. 

Claim 17. (Original) The assem yly of claim 3 wherein the fluid is a liquid. 

Claim 1 8. (Previously presented ( The assembly of claim 1 wherein the at least one portion of at 

least one of the inner shaft and tho outer shaft of the catheter is at least partially constructed from 

a member of the group consisting of polyethylene (LDPE), high density polyethylene (DEPE), 

ionoroer and a polymer ether block amide, one or more liquid crystal polymers, one or more 

ionoroers, polytetrafluoro-ethylene (PTFE) and any combination thereof. 

Claim 19. (Cancelled) 
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Claim 20. (Previously presented) The assembly of claim 1 wherein the at least three layers 
comprise: 

a first layer, tlie firsL layer defining a guide wire lumen, the first layer being at 
least partially constructed from HI».PE 

Claim 21. (Previously presented) The assembly of claim 20 wherein the at least three layers 
comprise: 

a second layer of aiJiydiide modified linear low density polyethylene, the first 
layer being engaged to the second layer. 

Claim 22. (Previously presented) The assembly of claim 21 wherein the at least three layers 
comprise: 

a third layer, the th rd layer at least partially constructed of at least one third layer 
material exhibiting an order/disord-a- transformation during a change in the temperature of the at 
least one third layer. 

Claim 23. (Previously presented; The assembly ofclaim 22 wherein the at least one third layer 
material is selected fi^ at least cne member of the group consisting of polyether block amide, 
LCP, copolymer polyolefm, and ar y combination thereof. 

Claim 24. (Original) The assembly ofclaim 1 furflier comprising a balloon, the balloon being 
engaged to at least a portion of at tsast one of the inner shaft and outer shaft. 
Claim 25. (Original) The assembly ofclaim 24 wherein at least a portion of the balloon defines 
a stent mounting region. 

Claim 26. (Withdrawn) The ass Jmbly of claim 1 wherein the at least one heat transmitting 
mechanism comprises at least one: electrically conductive member and at least one al least one 
heating element positioned adjacent to the at least one portion. 

Claim 27. (Withdrawn) The asssmbly of claim 26 wherein the at least one electrically 
conductive member extending fircra the at least one heating element to a source of electrical 
current positioned adjacent to the ])roxiinal end of the catheter, the at least one electrically 
conductive member in selective cl'sctronically conductive communication with the source of 
electric current and the at least oi.e heating element. 

Claim 28 . (Withdrawn) The ass c mbly of claim 27 wherein when an electric current is 
communicated to the at least one heating element, the at least one heating element produces heat. 
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Claim 29. (Withdravm) Tte asse tibly of claim 28 wherein the at least one heat ttansmitting 
mechanism is constructed and airaaged to conductively transmit heat from the at least one 
heating element to the at least one portion. 

Qaim 30. (Withdrawn) The asseoibly of claim 29 wherein the at least one heat transmitting 
mechanism flirther comprises at leist one fluid transmission lumen, the at least one fluid 
transmission lumen constmcted anci arranged to transport a fluid having a temperature different 
than the predetermiiied temperature of the at least one portion from the proximal end of the 
catheter to the position adjacent to ihe at least one portion. 

aaim 31. (Withdrawn) The assembly of claim 30 wherein the fluid has a temperature less than 
that of the predetermined tempera" ure of the at least one portion. 

Claim 32. (Witlidrawn) The assembly of claim 3 1 wherein the at least one fluid transmission 

lumen conductively transmits heal from the at least one portion to the fluid. 

Claim 33. (Previously presented; The assembly of claim 1 wherein the temperature of the fluid 

is at least about 10 degrees Celsius warmer flian human body temperature. 

Claim 34. (Previously presented] The assembly ofclaiml wherein flie temperature of the fluid 

is at least about 10 degrees Celsius cooler than human body temperature. 

Claim 35. (Previously presentetfi The assembly of claim 1 wherein the temperature of Ihe fluid 

is at least about 25 degrees Celsius cooler than human body temperature. 

Claim 36. (Previously presented * The assembly of claim 1 wherein Ihe temperature of the fluid 

is about 50 degrees Celsius to abciit 60 degrees Celsius. 

Claim 37. (Previously presented) The assembly of claim 1 wherein the temperature of the fluid 
is about 15 degrees Celsius to abt ut - 195 degrees Celsius. 

Claim 38. (Previously presented) The assembly of claim 1 wherein the fluid is at least partially 
comprisedof Nitrous Oxide. 
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(K) Evidence Appendix - None 
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